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APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHiS Form 7023 Coiumn E explanation. It is not an official form and its 
use is voiuntary. Names, addresses, protocois, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


t. Registration Number 50-R-0004 

2/3. Species (common name) & Number of animals used in this study: 
ferret (11) 

4. Explain the procedure producing pain and/or distress. 

Assessment of Emetic an/or Anti Emetic Potential in Ferrets 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see Item 6 below) 

In order to evaluate emetic or anti emetic potential of a candidate drug, we cannot alleviate these induced distress 
responses (retching, vomiting) with drugs that would confound the measurements and invalidate the studies. 

6. What if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g.. APHIS. 9 CFR 1 13.102): 

Agency: CFR: 




APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number 50^-0004 

2/3. Species (common name) & Number of animals used In this shJdy; 
Dogs (26) 


4. Explain the procedure producing pain and/or distress. 

Maximum Tolerated Dose. Single Dose and Repeat Dose Toxicity Studies in Dog 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see Item 6 below) 

It is necessary to determine at which dose if any adverse effects to a compound occur in vivo prior to clinical testirtg of 
candidate drugs in man. Alleviation of these adverse effects prior to euthanasia would make the studies invalid. 

6. What, if any, federal regulations require this procedure? Cite the agency, the coda of Federal Regulations (CFR) title 
number and the specific section number (e.g.. APHIS. 9 CFR 1 13.102): 

Agency: CFR: 




APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing me APHIS Form 7023 Column E ej^lanation. It is not an official fonri and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 50-R-0004 

2/3. Species (common name) & Number of animals used in this study: 
Guirrea Pigs (111) gerbil (177) 


4. Explain the procedure producing pain and/or distress. 

Singie/Maximum Tolerated Dose/ Repeat Dose Toxicity Studies in Guinea Pigs and Small Animals (Guinea Pigs and 
Gertils) 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

1) Single/MTD/Repeat Dose Toxicity studies - It is necessary to determine at what dose, if any. adverse effects to a 
candidate drug occur prior to any clinical testing in man. /VJIeviation of adverse events prior to euthanasia would invalidate 
the studies. 

6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS. 9 CFR 113.102): 

Agency: CFR: 




